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Animal and Plant Health Inspection Service, USDA

Animal and Plant Health Inspection
Service (APHIS). The Animal and Plant
Health Inspection Service of the U.S.
Department of Agriculture.

Attorney General. The Attorney Gen-
eral of the United States or any person
authorized to act for the Attorney Gen-
eral.

Biological agent. Any microorganism
(including, but not limited to, bacteria,
viruses, fungi, rickettsiae, or pro-
tozoa), or infectious substance, or any
naturally occurring, bioengineered, or
synthesized component of any such
microorganism or infectious substance,
capable of causing:

(1) Death, disease, or other biological
malfunction in a human, an animal, a
plant, or another living organism;

(2) Deterioration of food, water,
equipment, supplies, or material of any
kind; or

(3) Deleterious alteration of the envi-
ronment.

Centers for Disease Control and Preven-
tion (CDC). The Centers for Disease
Control and Prevention of the U.S. De-
partment of Health and Human Serv-
ices.

Diagnosis. The analysis of specimens
for the purpose of identifying or con-
firming the presence or characteristics
of a select agent or toxin, provided
that such analysis is directly related to
protecting the public health or safety,
animal health or animal products, or
plant health or plant products.

Entity. Any government agency (Fed-
eral, State, or local), academic institu-
tion, corporation, company, partner-
ship, society, association, firm, sole
proprietorship, or other legal entity.

HHS Secretary. The Secretary of the
Department of Health and Human
Services or his or her designee, unless
otherwise specified.

HHS select agent and/or toxin. A bio-
logical agent or toxin listed in 42 CFR
73.3.

Import. To move into, or the act of
movement into, the territorial limits
of the United States.

Interstate. From one State into or
through any other State, or within the
District of Columbia, Guam, the Virgin
Islands of the United States, or any
other territory or possession of the
United States.
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Permit. A written authorization by
the Administrator to import or move
interstate select agents or toxins,
under conditions prescribed by the Ad-
ministrator.

PP@®. The Plant Protection and Quar-
antine Programs of the Animal and
Plant Health Inspection Service.

Responsible official. The individual
designated by an entity with the au-
thority and control to ensure compli-
ance with the regulations in this part.

Select agent and/or toxin. A biological
agent or toxin listed in §331.3.

Specimen. Samples of material from
humans, animals, plants, or the envi-
ronment, or isolates or cultures from
such samples, for diagnosis,
verification, or proficiency testing.

State. Any of the several States of the
United States, the Commonwealth of
the Northern Mariana Islands, the
Commonwealth of Puerto Rico, the
District of Columbia, Guam, the Virgin
Islands of the United States, or any
other territory or possession of the
United States.

Toxin. The toxic material or product
of plants, animals, microorganisms (in-
cluding, but not limited to, bacteria,
viruses, fungi, rickettsiae, or pro-
tozoa), or infectious substances, or a
recombinant or synthesized molecule,
whatever their origin and method of
production, and includes:

(1) Any poisonous substance or bio-
logical product that may be engineered
as a result of biotechnology produced
by a living organism; or

(2) Any poisonous isomer or biologi-
cal product, homolog, or derivative of
such a substance.

United States. All of the States.

USDA. The U.S. Department of Agri-
culture.

Verification. The demonstration of ob-
taining established performance (e.g.,
accuracy, precision, and the analytical
sensitivity and specificity) specifica-
tions for any procedure used for diag-
nosis.

§331.2 Purpose and scope.

This part implements the provisions
of the Agricultural Bioterrorism Pro-
tection Act of 2002 setting forth the re-
quirements for possession, use, and
transfer of select agents and toxins.
The biological agents and toxins listed
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in this part have the potential to pose
a severe threat to plant health or plant
products.

§331.3 PPQ select agents and toxins.

(a) Except as provided in paragraphs
(d) and (e) of this section, the Adminis-
trator has determined that the biologi-
cal agents and toxins listed in this sec-
tion have been determined to have the
potential to pose a severe threat to
plant health or to plant products.

(b) PPQ select agents and toxins:

Peronosclerospora
(Peronosclerospora sacchari);

Phoma glycinicola (formerly Pyrenochaeta
glycines);

Ralstonia solanacearum, race 3, biovar 2;

Rathayibacter toxicus;

Sclerophthora rayssiae var. zeae;

Synchytrium endobioticum;

Xanthomonas oryzae;

Xylella fastidiosa (citrus variegated chlorosis
strain).

philippinensis

(c) Genetic elements, recombinant
nucleic acids, and recombinant orga-
nisms:

(1) Nucleic acids that can produce in-
fectious forms of any of the select
agent viruses listed in paragraph (b) of
this section.

(2) Recombinant nucleic acids that
encode for the functional forms of any
toxin listed in paragraph (b) of this sec-
tion if the nucleic acids:

(i) Can be expressed in vivo or in vitro;
or

(ii) Are in a vector or recombinant
host genome and can be expressed in
Viv0o or in vitro.

(3) Select agents and toxins listed in
paragraph (b) of this section that have
been genetically modified.

(d) Select agents or toxins that meet
any of the following criteria are ex-
cluded from the requirements of this
part:

(1) Any select agent or toxin that is
in its naturally occurring environment,
provided that the agent or toxin has
not been intentionally introduced, cul-
tivated, collected, or otherwise ex-
tracted from its natural source.

(2) Nonviable select agents or non-
functional toxins.

(e) An attenuated strain of a select
agent or toxin may be excluded from
the requirements of this part based
upon a determination that the attenu-
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ated strain does not pose a severe
threat to plant health or plant prod-
ucts.

(1) To apply for an exclusion, an indi-
vidual or entity must submit a written
request and supporting scientific infor-
mation. A written decision granting or
denying the request will be issued. An
exclusion will be effective upon notifi-
cation of the applicant. Exclusions will
be published periodically in the notice
section of the FEDERAL REGISTER and
will be listed on the Internet at http:/
www.aphis.usda.gov/programs/
ag selectagent/index.html.

(2) If an excluded attenuated strain is
subjected to any manipulation that re-
stores or enhances its virulence, the re-
sulting select agent or toxin will be
subject to the requirements of this
part.

(3) An individual or entity may make
a written request to the Administrator
for reconsideration of a decision deny-
ing an exclusion application. The writ-
ten request for reconsideration must
state the facts and reasoning upon
which the individual or entity relies to
show the decision was incorrect. The
Administrator will grant or deny the
request for reconsideration as prompt-
ly as circumstances allow and will
state, in writing, the reasons for the
decision.

(f) Any select agent or toxin seized
by a Federal law enforcement agency
will be excluded from the requirements
of this part during the period between
seizure of the agent or toxin and the
transfer or destruction of such agent or
toxin provided that:

(1) As soon as practicable, the Fed-
eral law enforcement agency transfers
the seized agent or toxin to an entity
eligible to receive such agent or toxin
or destroys the agent or toxin by a rec-
ognized sterilization or inactivation
process.

(2) The Federal law enforcement
agency safeguards and secures the
seized agent or toxin against theft,
loss, or release, and reports any theft,
loss, or release of such agent or toxin.

(3) The Federal law enforcement
agency reports the seizure of the select
agent or toxin to APHIS or CDC. The
seizure must be reported within 24
hours by telephone, facsimile, or e-
mail. This report must be followed by
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